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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)1x1 Responsive to communication(s) filed on Aug 19, 2003 



2a) 53 This action is FINAL. 2b) □ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayfe, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) S Claim(s) 1 and 8-13 is/are pending in the application. 

4a) Of the above, claim(s) __ is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) 53 Claim(s) 1 and 8- 13 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claims are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 

AttachmentfsJ 

1) O Notice of References Cited (PTO-892) 4) Q] Interview Summary (PTO-413) Paper No(s). 

2) CH Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) O Notice of Informal Patent Application (PTO-152) 

3) □ Information Disclosure Statement(s) (PTO- 1449) Paper No(s). 6) (xl Other: Detailed Act/On 
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DETAILED ACTION 

Current Status of the Application. 

1. Applicant's amendment filed on August 19, 2003 has been entered. Claim 1 has been 
amended and new claims 8-13 have been added. Claims 1 and 8-13 are currently pending in this 
application. 

35 U.S.C. 112, Written Description Rejection 

2. Claims 1 and 10-13 are rejected under 35 U.S. C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

The specification discloses SEQ ID NO: 5981 which corresponds to the cDNA/genomic 
DNA encoding the soybean species of protein. Claim 1 is directed to encompass any gene 
sequences that encodes any fragments of soybean proteins, corresponding sequences from other 
species, mutated sequences, allelic variants, splice variants, sequences that have a recited degree 
of identity (similarity, homology), and so forth. Especially, the "comprising" language of the claim 
allows lots of other nucleic acids to be attached to SEQ ID NO: 5981. None of these sequences 
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meet the written description provision of 35 USC 1 12, first paragraph. The specification provides 
insufficient written description to support the genus encompassed by the claim. 

Vas-Cath Inc. v. Mahurkar . 19 USPQ2d 1 1 1 1, makes clear that "applicant must convey 
with reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in 
possession of the invention. The invention is, for purposes of the 'written description' inquiry, 
whatever is now claimed" (See page 1117.) The specification does not "clearly allow persons of 
ordinary skill in the art to recognize that [he or she] invented what is claimed. 1 ' (See Vas-Cath at 
page 1116.) 

With the exception of SEQ ID NO: 5981, the skilled artisan cannot envision the detailed 
chemical structure of the encompassed polynucleotides and/or proteins, regardless of the 
complexity or simplicity of the method of isolation. Adequate written description requires more 
than a mere statement that it is part of the invention and reference to a potential method for 
isolating it. The nucleic acid itself is required. See Fiers v. Revel . 25 USPQ2d 1601, 1606 
(CAFC 1993) and Amgen Inc. V. Chugai Pharmaceutical Co. Ltd.. 18 USPQ2d 1016. In Fiddes 
v. Baird . 30 USPQ2d 1481, 1483, claims directed to mammalian FGF's were found unpatentable 
due to lack of written description for the broad class. The specification provided only the bovine 
sequence. 



Finally, University of California v. Eli Lilly and Co. . 43 USPQ2d 1398, 1404, 1405 held 

that: 
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...To fulfill the written description requirement, a patent specification must describe an 
invention and do so in sufficient detail that one skilled in the art can clearly conclude that 
"the inventor invented the claimed invention." Lockwood v. American Airlines, Inc. , 
107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (1997); In re Gosteli , 872 F.2d 1008, 
1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 1989) (" [T]he description must clearly allow 
persons of ordinary skill in the art to recognize that [the inventor] invented what is 
claimed."). Thus, an applicant complies with the written description requirement "by 
describing the invention, with all its claimed limitations, not that which makes it obvious," 
and by using "such descriptive means as words, structures, figures, diagrams, formulas, 
etc., that set forth the claimed invention." Lockwood , 107 F.3d at 1572, 41 USPQ2d 
at 1966. 

An adequate written description of a DNA, such as the cDNA of the recombinant 
plasmids and microorganisms of the '525 patent, "requires a precise definition, such as by 
structure, formula, chemical name, or physical properties," not a mere wish or plan for 
obtaining the claimed chemical invention. Fiersv, Revel , 984 F. 2d 1164, 1171, 25 
USPQ2d 1601, 1606 (Fed. Cir. 1993). Accordingly, "an adequate written description of a 
DNA requires more than a mere statement that it is part of the invention and reference to 
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a potential method for isolating it; what is required is a description of the DNA itself." 
Id. at 1170, 25USPQ2datl606. 

Therefore, only SEQ ID NO:5981 but not the full breadth of the claim (or none of the sequences 
encompassed by the claim) meets the written description provision of 35 USC 112, first 
paragraph. The species specifically disclosed are not representative of the genus because the 
genus is highly variant. Applicant is reminded that Vas-Cath makes clear that the written 
description provision of 35 USC 1 12 is severable from its enablement provision. (See page 
1115.) 

35 U.S. C. 101/112 Utility Rejections 



3. 35 U.S.C.. 101 reads as follows: 

"Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter or any new and useful improvement thereof, may obtain a patent 
therefore, subject to the conditions and requirements of this title". 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner 
and process of making and using it, in such full, clear, concise, and exact terms as to 
enable any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same and shall set forth the best mode contemplated by 
the inventor of carrying out his invention. 
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4. Claims 1 and 8-13 are rejected under 35 U.S.C. 101 because the claimed invention 
lacks patentable utility due to its not being supported by either specific and/or substantial utility or 
a well established utility. 

The claimed nucleic acid and/or protein compound(s) is not supported by a specific 
asserted utility because the disclosed use(s) of the nucleic acid(s) and/or protein(s) is(are) not 
specific and is(are) generally applicable to any nucleic acid and/or protein. The specification 
states that the nucleic acid compounds may be useful as probes for assisting in the isolation of 
full-length cDNAs or genes which would be used to make protein and optionally further usage to 
make the corresponding antibodies, gene mapping, isolation of homologous sequences, detection 
of gene expression such as in Northern blot analysis, molecular weight markers, chromosomal 
markers, and for numerous other generic genetic engineering usages. Similarly, protein may be 
used for detection of expression, antibody production, Western blots, or animal feed, or human 
consumption etc. These are non-specific uses that are applicable to nucleic acid(s) and/or proteins 
in general and not particular or specific to the nucleic acid(s) and/or protein(s) being claimed. 
Moreover, any utility of fragments of soybean protein or the nucleic acids encoding them has not 
been disclosed in the specification. 

Further, the claimed nucleic acid and/or protein compound(s) is(are) not supported by a 
substantial utility because no substantial utility has been established for the claimed subject matter. 
For example, a nucleic acid may be utilized to obtain a protein. The protein could then be used in 
conducting research to functionally characterize the protein. The need for such research clearly 
indicates that the protein and/or its function is not disclosed as to a currently available or 
substantial utility. A starting material that can only be used to produce a final product does not 
have substantial asserted utility in those instances where the final product is not supported by a 
specific and substantial utility. In this case none of the proteins that are to be produced as final 
products resulting from processes involving claimed nucleic acid have asserted or identified 
specific and substantial utilities. The research contemplated by applicant(s) to characterize 



Application/Control Number: 09/53 1,113 
Art Unit: 1634 



Page 7 



potential protein products, especially their biological activities, does not constitute a specific and 
substantial utility. Identifying and studying the properties of a protein itself or the mechanisms in 
which the protein is involved does not define a "real world" context or use. Similarly, the other 
listed and asserted utilities as summarized above or in the instant specification are neither 
substantial nor specific due to being generic in nature and applicable to a myriad of such 
compounds. Note, because the claimed invention is not supported by a specific and substantial 
asserted utility for the reasons set forth above, credibility has not been assessed. Neither the 
specification as filed nor any art of record discloses or suggests any property or activity for the 
nucleic acid and/or protein compound(s) such that another non-asserted utility would be well 
established for the compounds. 

Claims 1 and 8-13 are also rejected under 35 U.S.C. 1 12, first paragraph. Specifically, 
since the claimed invention is not supported by either a specific and substantial asserted utility or a 
well established utility for the reasons set forth above, one skilled in the art would not know how 
to use the claimed invention. 

In absence of a full, clear, concise, and exact terms and explanation of the "fragment 
thereof 6 language in the specification, the enablement of the specification does not commensurate 
in scope of the claims. 

Response to Amendment 

5, In response to amendment, 102(b) rejection has been withdrawn. However, written 
description and utility rejection has been properly maintained. 

Response to Arguments 

6. Applicant's arguments filed on August 19, 2003 have been fully considered but they are 
not persuasive. 
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Applicant argues to withdraw 1 12 (first paragraph) written description rejection (Page 8, 
Section V to page 10, second paragraph). This argument is not persuasive. 

The current claims 1 and 10-13 are drawn to a genus of any nucleic acids which either 
comprise specific Sequence ID Nos or which have 90%-99% homology to SEQ ID No: 598 1 . 
This large genus is represented in the specification by only the named SEQ ID No: 5981. Thus, 
applicant has express possession of only one nucleic acid species in a genus which comprises 
hundreds of millions of different possibilities. The written description guidelines note regarding 
such genus/species situations that "Satisfactory disclosure of a "representative number" depends 
on whether one of skill in the art would recognize that the applicant was in possession of the 
necessary common attributes or features of the elements possessed by the members of the genus 
in view of the species disclosed." (See: Federal Register: December 21, 1999 (Volume 64, 
Number 244), revised guidelines for written description.) Here, no common elements or 
attributes of the sequences are disclosed and no structural limitations or requirements which 
provide guidance on the identification of sequences which meet these functional limitations is 
provided. Further there is no methodology presented to determine such common elements or 
attributes. Further, there is no description of portions of the nucleic acids. 

Further, these claims expressly encompass genomic nucleic acids and not even complete 
cDNA sequences have been provided. No written description of introns, of upstream or 
downstream regions containing promoters and enhancers, or of alternative splice variants has been 
provided in the specification. 

Lastly, with regard to the written description, claims 1 and 10-13 encompass nucleic acid 
sequences different from those disclosed in the specific SEQ ID No: 5981 which include 
modifications permitted by the 90%-99% language or fragment thereof language for which no 
written description is provided in the specification. 

It is noted that in Fiers v. Sugano (25 USPQ2d, 1601), the Fed. Cir. concluded that 

"...if inventor is unable to envision detailed chemical structure of DNA sequence coding 
for specific protein, as well as method of obtaining it, then conception is not 
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achieved until reduction to practice has occurred, that is, until after gene has been 
isolated... conception of any chemical substance, requires definition of that substance 
other than by its functional utility." 

In the instant application, only the nucleic acid of the disclosed SEQ ID No is described. Also, in 
Vas-Cath Inc. v. Mahurkar (19 USPQ2d 1111, CAFC 1991), it was concluded that: 

"...applicant must also convey, with reasonable clarity to those skilled in art, that 
applicant, as of filing date sought, was in possession of invention, with invention 
being, for purposes of "written description" inquiry, whatever is presently claimed." 

In the application at the time of filing, there is no record or description which would 
demonstrate conception or written description of any nucleic acids modified by addition, 
insertion, deletion, substitution or inversion with the disclosed SEQ ID No but retaining 
correlative function in the claimed product. 

Applicant argues to withdraw 101 utility rejection (Page 10, section VI to page 13, line 3). 
This argument is not persuasive. 

No evidence has been provided either in the specification or claims that a specific utility of 
the claimed nucleic acid exists. Applicant argues that the claimed nucleic acid molecules will 
identify a unique subset of related sequences and therefore it has utility. This argument is not 
persuasive in absence in the disclosure of any evidence that such identification can be regarded as 
substantial utility or a well established utility. Any randomly made new nucleic acid sequence will 
identify a unique subset of related sequences but it does not necessarily mean that any such 
randomly made new nucleic acid will possess substantial utility or a well established utility until 
clearly and distinctly proved and/or disclosed in the specification. Applicant makes an analogy 
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with the utility of a "new golf club to hit a ball in a manner that is distinct from other clubs'*. But 
this analogy is meaningless in absence of a ball (non-existent because it is not well-established 
having no evidence in the disclosure that such balls can really be played or not). 

In view of the response to arguments, written description and utility rejections are hereby 
properly maintained. 

Conclusion 

7. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire 
THREE MONTHS from the mailing date of this action. In the event a first reply is filed 
within TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of the 
advisory action. In no fevent, however, will the statutory period for reply expire later than SIX 
MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Arun Chakrabarti whose telephone number is (703) 306-5818, 
The examiner can normally be reached on 7:00 AM-4:30 PM from Monday to Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Benzion, can be reached on (703) 308-1119. The fax phone number for this 
Group is (703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Group LIE Chantae Dessau whose telephone number is 

(703)605-1237. / j 

P^oLUA fa* 
mjHK CHAKRABARTI 

Arun Chakrabarti, f^^eXAMINER 

Patent Examiner, 
Octo&er 7, 2003 
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